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. TEXHHYECKA CIEIA®HKALAA
" 3a ydacTue B yO)IMYHO ChCTE3aHAE 3a BhAlaraHe Ha oOIIecTBeHa OPBYKA C NPE/IMET:
. wHocmasxa na meduyuncry uzdenus

PA3KEJN I

| €pUTPOLIMTEH KOHUEHTPAT. ¥ €[IHH 3a 00e3NIeBKOLINTABAHE Ha

- T°C
Ne HanmeHoBamme Mspxa | K-o Ha
: e .‘ : ChXpaHEeHHe
Tectose 3a mppBUuHA AuarHocTrka 3a CITHH HIV-1+HIV-2Ar/AT -
| 1a MOrar Jia ce m3paboTeaT Ha Hanuyuata B L[TX anaparypa, na 6p.
1. | 6BHAT HA NPHHIIANA HA XaAMITYMEHUCUECHLMA H pe3y/ITaTHTe ia P;;za;- -1 3000 z-8C
65naT roToBH o 30-'ra Mm{yTa 'OT HAYaJIOTO Ha 3ape>maﬂe Ha BAHHS
npobure;
TectoBe 3a mppBHuHa aAuarHocTaka 3a HCV ATt - na morar ja ce 6p.
5 uspaGorsar Ha HanuaHata B LITX anapatypa, na OBiar Ha pyHIMNA | TecTa/ 3000 > gC
" | Ha XaMWIyMHMHUCHEHIMSA ¥ pe3ynTaTuTe Aa 6baat roTosy no 30-ta uscaen-
MHHYTA OT HAYAJIOTO HA 3apeX/AHe Ha MPOGHTE; BaHHMA
Tecrose 3a MpaUuHa uarHocTHka Ha HCV Ar- nia morar na ce 6p.
3 uspaborsar Ha HanuyHara B [[TX anapatypa, Aa 6b4ar Ha npuHIMNA | TecTa/ 3 000 y.gC
" | Ha XaMHTYMUHUCLEHLHA H pezymaTme na 6snar rorosu fo 38-ta HIcnen-
MUHYTa OT Ha4ajoTO Ha 3apex/IaHe Ha NpobuTe; BaHUA
TecToBe 3a MbPBAYHA AHATHOCTHKA Ha Xenmatut B /HBsAg/ na Morar | 6p.
4 |Hace uspaborsar Ha Hamrynara B 1{TX anaparypa, na 6saar Ha Tecta/ 3000 r.8C
" | DpuHOMNa Ha XaMITYMMHHCHEHLS M Pe3yNTaTuTe 1a 65aaT roToBY | M3CIel-
1o 30-Ta MHHYTa OT Ha4JaJIOTO Ha 3apeKNaHe Ha npobure; BaHHA
Crietp¢uaHy TECTOBE 33 MHPBUYHA THATHOCTHKA HA cnunmc 6p.
IgM/IgG - mia Morar fia ce U3paGoTBaT Ha panagHaTa B LITX rectal
5. | anapatypa, na GbAaT Ha TIPHHLATIA Ha XaMITyMHHHCLIEHLAA 1 3000 2-8C
pesynratute aa GBaar rorou o 30-ta MHHYTa ‘OT HA4asioTo Ha Hacen-
3apexaane Ha npobure; Eaition
6. .| MoHoknoHaIEH KPLBHOTPYIOB TECT pearem' aHTu A Mil 2000 2-8C
7. | MOHOKIOHAJIEH KPBBHOTPYIOB TeCT peareHr aHTd B MI 2 000 Z-8C
8. | MonoKsioHa/ieH KPEBHOTPYTIOB TeCT peareHT aith A+B MII 2 000 Z-8C
9. | Mouoksonanen KpBBHOTPYTIOB TeCT peareHT anTH D (Rhl) MIT 2000 z-8C
10. prﬂorpynon TECT PeareHT anTu Al M 230 z-8C
i , 150
11 Kpmmorpynos TECT PEAreHT aHTH H M1 7-8C
YetpopHu' mac*macosu CcaKOBe 3a B3EMaH€ Ha KpBB 10 450 M1, ¢ nBa .
Brpaaenn GmwiTHpa 33 06e31eBKOIUTABAHE HA EPUTPOLIMTEH reMc;:;Ta -
12 KOHLIEHTpaT, TPOMOOLMTEH KOHUEHTPAT H IUIa3Ma. 6p. 2300 Ho H;_yp
* | JlampeAcTaBasBaT 4ETBOPHA CHCTEMa OT IUIACTMACOBH CaKOBe,
“KOATO Na ChABPKA 2 GWITHPa: eMH 3a 00C3NCBKOLMTABAHE Ha HOBeqé Ll




TpOMﬁouuTeﬂ Konuempar

| Caxosere aa 6baaT uapaborenn or PVC; Kopnycwr Ha (bumpm‘e na
6bae w3paboten oT ncnmcapGonaT (Tebpau GuntpH), a brrTEpHATA

| memOpana ot nommectep;:

. ‘OSeM, 3a1n>p>!caﬂ Ha GrITEpa; -GUITHp 32 oGeznesxommmaHe Ha

' epHTPOLUTEH KOHUCHTPAT: 1O 18ml - drurrsp 3a oGesneskoupTsIBate
Ha TpoMGoLHMTeH KOHIeHTpaT: Ko 7 mi;

,Zla CBABPKAT aHTHKOAryjJanHoHeH pastsop CDP u
KpPBBOKOHCEpBHpaml pa3iBop SAG-M;

Ilosopcka uraa: aa 6sze He no-maika ot-16 G 1 1a 6ene mpa60’reua
OT HEPHXKIAEMa CTOMAHA ChC CHIIHKOHOBO IIOKPHTHE;

Tpebuuxu: na 6vmat azpaﬁoteuu ot PVC u na Gsaar ChBMeCTHMH ©
BCHYKH ycmoncma 3a c'repmmo c%psnane

- JApyYrH B3HCKBAHNS KBEM Me[HIHRCKHTE A3jennd, BKmoueny B Texanueckara cnenudukanus
: 1. MeAMUMHCKHTE H3AETHA C/Ie/iBa 1a OTrOBapSAT Ha HOPMaTHBHHUTE M 3aKOHOBH paznopeabure yCTaHOBEHH
B 3axoHa 3a MeauLmHCKY w3genns (3MH).
2. MeauLMHCKHTe H3/ICIHA Clieapa 1a 64T HOBH, HeYNOTpeOIBaHH, KaKTO H J1a OTrOBapAT Ha TEXHHUYECKUTE
M3UCKBAHHS [TOCOYEHH B HACTOAUIATA TeXHHYECKA crietpuKaLH.
3B cnyqau, e MEAMUMHCKATE H3JIe/IHA CE BHACAT OT TPETH XbPKaBH Ha TepHTOpHUATA Ha EBponefickus chio3
HITM Ha TEPHTODHATA HA BBponeucKom MKOHOMHAYECKO TIPOCTPAHCTBO, BBPXY ONAKOBKHTE M B HHCTPYKIMHTE 3a
ynorpeﬁa TpabBa aa 6'511e nonwumenno U3NHCAHO HMETO M aNPechT Ha YITBITHOMOMIEHHS ITPE/ICTaBUTE, CHITIACHO
ui.16, an2 or SMH.- ' :
_ 4. MeauauHCkH u:menml, cnem;a Ja MMaT HaHeCCHa “"CE" MapKHpOBKa, B CHOTBETCTBHME ¢ U3HCKBAHMATA HA
wr. 8 mun. 15 or 3MHU. - ) : 4
5. MeIMUHHCKHTE H3NenHA cnemaa na npme)KaBaT JieKnapanud 3a CHOTBETCTBHE C H3HCKBAHMATZ HA
Jupextuea 93/42/EEC na EO wiv eKBHBATIEHT.
6. JlocraseHure MEIHIMHCKITE H3AETHA cnensa na ca CBC CPOK HA TOAHOCT He mo-mamek ot 80% or
OB sBEHHA OT TIPOM3BOAMTEIIS, KbM JIATATA Ha IOCTaBKa.
' 7. Me AHUMHCKY H3/IHA TPAOBA Ja ca NPUAPYKEHH ¢ HHCTPYKIHH 32 ynorpe6a, M3AAAEHH OT [IPOU3BOAKTENS
(6 cayuail, 4e ca na uy:xcd e3ux, cuuyume credea O0a ca NPUOPYICeR ¢ nPeeod Ha BvoA2apeKi e3uK).




